Problems associated with microbiological validation of sterilization by ionizing radiation.
Potential solutions to some of the practical problems experienced when validating products processed by radiation sterilization are discussed in this article. The standards for validation and routine control of radiation sterilization are to be revised next year and there is now an opportunity for the industry to influence the effectiveness of those revisions. Medical device manufacturers are encouraged to make views known to help ensure a simpler standard that is widely implemented.